X-Cell™
Wilson-Cook
Photodynamic Therapy Balloon
with Fiber Optic Diffuser

PRODUCT DESCRIPTION

1. Anon-gedla single-use 400 micron coated silica cylindrical fiber optic dilusar
manutactured with & preximal SMA-type [9sef consactor and a distal light-
dMusing tip. 1t is designed to transmit and undiprmly distribute light energy
radialty over the spectfied active langth of the difuser tip.

A non-gtenlp singl-usa Cantering bafloon for Intraiurning] laser Bght delivery.
The infatad balioon 1s designed to ceriar the fiber oplic in the asophagus.

The traatment longth h_ddmwnlummdmwmtﬁmhma
banoon wall.

WIKTENDED LISE

The X-Cell POT Balloon with Fiber Opiic Diffuser is designed for use in
Photodynaméc Therapy with PHOTOFFING [porimar sadium) for injaction for
ablation of high-greda dysplasia in Bamatrs egopha(us pationts who do nat
undargo ssophageciomy.

Tha X-Ceh Photodynamic Tharapy Baktoon with Fiber Cptic Dittuser & dasignad
for andogocgic ing for dalivacy of laser ight and should anly be ueed with
te Diomedd® 830 POT Laset Modsl T2USA, the Laserscope Seres 600 KTPa328
Su:iuanwhnunhhalkmmmuumeModelﬁ?JnrModalmXPDye
Module of tha Laserscope Sorgs BOO KTP/YAG™ Surgical Laser in combination
with Lasarscope Mods! 630 or Model §30 XP Oye Modula.

Thig devica is suppiied non-iarie snd ntendled (or singia use only.
Insiructions for use of the X-Cail Photodynamic Theeapy Balloan with

Fibar Qiptic Diffuser, PHOTOFRIN, and the laser manufacturers Inestnitions
shoukd e read carefully balow use.

HOTES

Do not usa this dovice o any purpesa ather than the simed intended use.

If the product package 18 open of damaged when feceived, do nol use tha davice.
Wikson-Cook devices musi be stored n @ dry location, awey from lempoandlura
axtromes.

Fefsr 1o the PHOTOFRIN Package Inserl for comleta inatryctions concarning

tha drug.

Refer 1o the laser manulsckurer's Instnictions for complele instucions concerning
the laser,

CONTRAINDICATIONS

Contraindications inchads those spedific 10 upper G endoscopy.

Fielative contraindications. Include, but are not imited 10: uncoapartive pallent,
recant myocardlal intarction, cervical arthiitis with fixed cervical spine.

For all other contraindications refer to tha PHOTOFRIN Packaga Insert and the
taser manubactymer's instructions.

POTENTIAL COMPLICATIONS

Potential cormptications essaciated with uppes GI endoscogy indiuda, but ana not
fimited to: perforation, hamonhage, sspication, fever, infaction, sapais, alkarglc
reaction 1o madicalion, hypatenelon, mepinutery depression o ammaat, cardiag
anfwthmla or arest.

Fur &l other potantiel complications refer 10 the PHOTOFRIN Package nsen and
the kuser manufaciurer’s instructions.

PRECAUTIONS

This device containg glass fher that may besak if handled roughly of oent sharply.
Do nod clerme flbar directly,

Foliow the laser manufcturer's nstrucions lor setup and operation. Do not excesd
raximont laser powar pating [soe PREPARATION FOR USE).

Agsure that the lases fight fa not balng transmitied when tha diffusar is ramoved
from the powesr matsr.
wimwummdmwm.mmmmmmis
ol baing transmitad whan tha diffuser s remaved irom tha treatment site.
CAUTIONS :

A thorough undarstanding of the techiical principles, clinical apylications and risks
sapociuted with uppet G sndoscopy, Photodynamic Therapy, the Dlomed 630 PDT
Laser of tha Lasarscope Serles 800 ITP/532 Surgical Laser in combination with
Lasarsoapa Model 630 o Model 830 XP Dye Moduia o the Laserscope Sades
800 KTP/YAS Surgical Lasst In combination with Lasanscopa Modal 530 or Model
530 XP Dya Moule, ind the use of tha X-Call Photodynemic Thatapy Balloon whh
Fiber Optlc Oittuser i necessary belare using this device, This device should be
placad by or urdal the supenssion of physicans who have baen trained In the use
of PHOTOF RN i Photodynamic Therapy (POT).

These instnacticns are applicable only to tha X-Cad Photodynamic Therapy Balloon
with Fiber Optic Diffusar used in conjunction with PHCTOFRIN and the Diomed
830 PDT Lasor of the Lasersuopa Sedaa 800 KTP/532 Surglcal Laser in combina-
tion with Lasaracope Model 630 or Model 630 XP Dys Modulg of the Lesarscodg
Sartes 800 and KTP/YAG Surgical Laser in combination wiih Lasarscope Model
830 or Modal 830 XP Dye Module in photodynamic therapy.

lewtructions for use of tha X-Cell Photodynamic Thampy Balioon with Flber Opic
[ftuser, PHOTOFRIN, and the laser marufacturers instnuctions shoulkd ba read
canghily bekora vea.

WARNINGS

\Usa of incompaible lasars that aftr the required outpul chamcleristics of Nght

for tha photoactivation of PHOTOFRIN coutd resul in incomplate rariment due

to partial pholgectivation of PHOTOFRIN, avertreatmant due to ovamaetivation of
PHOTOFRIN, damaga 10 surounding normal tssue, andior damage ta the X-Gel
Photodynamic Thermpy Batloon with Fibar Optic Diffusar which could agditionally
cieats g hazard lor madical personnel sncior tha patiant.

Anwaya wear protective eyewea ! during leser kgt dalivary. Avoild eys Or skin
exposurs (o Girect of scatietvd redistica. Do not view ths beam diracly, evan while

waaring protectve eyewsar. Provide eye protection for patient n addltion to el
operaling room stafl,

Ay

Important Information
Please Review Prior to Use

EQUIPMENT REQUIRED

« X-Cell Phatodyrarnk: Tharapy Balloon with Tuohy-Barst Adapter

« Fibar Oplic Positioning Device

+ Fiber Optic Dift seer {recommendsad sizes mlerenced in the following tabie)
« Maromater (not included)

+ 250 trh Savary-Giliard® Wire Guide {not inciuded)

« Diomed 630 POT Lasar, Mods! T2USA

or

Wew&mmmm&wuuinmmm

Modal 630 o Magel 50 XP Dys Module of the Laserscope Serles 803 KTP/YAG
&:wluurv.mmmmmmm«mmmm
Module

Yabie 1: Satection cridtera for he X-Coll Phatodynemic Therapy Balloon with Fbar
Opic Dittuser

Treated Barrettls Fiber Qptic Balloon
Mucosa Length [em) Dithiser Siza om| Window Biza {em}
Blo? 9 7
40S 7 5
1ol 5 3
SYSTEM PREPARATYON
Approved Laswr Systems:

The folowing keser systeme ars compmiitie n POT with tha X-Cell Prolodymaic
Wﬂdmﬁhmmmmem“awm
detivixy ol 8 slable powar ouput at a wavelength of 630 £3 nm:
« Diomed 630 PDT Lasat, Model T2USA
« Laserscope Sarivs BOD KTP/S32 Surgical Luser i combination with Laserscope
Mades 630 gr Model 530 XP Dya Madule or tha Lasarscopa Sarles 600 KIP/
YAQ Surgical Laser in combination with Lacerscope hadet 630 or Modal 530
XP Dyb Moduls
Naots: The Inpust ch of tha X-Cell Photodynamic Therapy Balloon with
Fost Opte Diffusar and the output ch ica of the approved laser cyss
have been keetad 1 aasurs that they are oplically maiched 1o produce bnidom ight
dalribution e the diffusar as requind for the photoactivation of PHOTOFRIN,
The usa of tha ¥-Call Photodynamic Thersgy Balloon with Flber Optic Tifussr
with unapproved lacers could ater the output charscterstics of the fiber (iee
WARNINGS). Cartaln puised lasors with high paek powers s hot compatble
with the X-Col Photodynamic Tharapy Bakoon wth Fiber Optic: Oiffusec.
Lasar Satsty
Uuprohcﬂwqmulpoclﬂulynudhrhwwmammmnm
of $30 £3 nm. Provide eye protaction for patient in addtion to & opsraticn rom
staff {808 WARNINGS). Comply with taciRy laser safety requiremants.
Follow the lasee mamtachress opecating manusl fr setup, spsration and Beelr
sakaty. Do not axceed maxdmum Lasac powsr settiag withoul investigating the cause
for the apparent high power locs (5ea PREPAFATION FOR USEL
Dosimetry:
Photoactivation of PHOTOFRIN i controlad by the wtal light dosa deltvered. I tha
treatmant of Barratts esophagus, thae obiactive is to axpoea and 1rest al eress of
HGD and the entine lergth of Barmat's esophagus. A maximum of 7 om of Barrell's
cosa ks reatad m tha first gt sesalon Lsing an appropriata size cantering
badoon and fiber opiic diffusar. Whanew possbie, the sag lacted & the
first Hght eppikcation shoukd contaln aft tha sreas of HGD. Ao, wheaewar possible,
the BE segment selected for the Frsz ght applicaion should include nosmal tssue
margin of 5 mm & the prodmad and distal onds.
Modules should be pratreated prios to wea of e ¥-Call Pholodynamk Thampy
Batioon with Fibar Optic Dffuser. Rter 10 tha PHOTOFRIN Packags Insart, the
lasar maruaciurer’s insliuctions, and the GPTIGUIDE™ Fiber Optie instructions
for Usa.
A light dose of 130 Jem ¢f diffuser length shaukd be dalivared using the centofing
wm.smdmmwmwuas,mmmwmtxmmw
diffuses combinations range from 175 10 270 miwfom,
For the X-Call Pholodynarmic Therapy Balloon with Foer Cotic Diffuger, the follow.
ing specific kjht dosimetry squation applies:
Treatment tira « Light Doea {Jiom) x Diffuser Length jcm)
{Seconds) Powet cutput from Difkesar (W)
Ses raverss akde for Tabie 2
X—C&Il?holadymmicﬂuandlowvﬂhFlb«Upchlﬂum&hcﬂnn:
Tha fioer and balloan components of the X-Call Photodynarmic Therapy Balioon with
Fiber Optic Difusar are avaliabke in severl slras The langth of the bakoon/duser
should be selected 1o minimize patient freatmant Ume, f i dictated ty the hength of
 High Grmdg Dyspiaaia.
An appropeiate baticon/diftuser fength shouid be selected 10 avoll! axposurs of non-
maligrant tisaua to lght end to minimbze ovariapping of previausly tresled matignant
tiasua. Dveriupping could result in unintanded Ight overdoss.
Petients can receiva an additong] course of PDT {sdministared at lead!t 3 monihs
1par] 10 B previously traated segient o 10 & new sagment il the Inilie! Brret's
sagment was more than 7 om in lengh. Both tosidual and sddiional segments can
ba trestad In tha same Kght saasion providad that the botal Tengith of the sagrunts
treated with tha beloondiffuser combinaticn is not greatar hat 7 am.
In casa of a previously Treated usophagenl segment, ¥ it has not sufficlently haaied
aridior histokagical assasermant of biooaies 1 ot clads, e subeaquant course of

POT can be detayed for an addiions! ore of two Momha. (g
.~ 006
s




PREPARATION FOH USE

1. Prepare the Diomed 63¢ PDT Laser or the Lasetscope Series BOO KTP/S32 or
KTP/AQ Surgical t aser or delivary of 630 +3 am gt as indicated in tha laser
manufacturer's ingtructions. Select minimal power seting (appraimataly 10 miN)

2, Encoscopically locate and mark the upper and lower margins of the treaiment
sagment relative 1D the dental margin (incisars), then salect the appropriate sizg
bafloon traaiment window. Caution: Accurals marking of the traatment segmert
Is @ssential for sawectian of tha appropriats balloon size and placemant of the
ballcon treatir snt window.

3. Upon ramoving the device from the packaga, visually Inspect with particular
attantion 10 kinks, bends, of brasis. If an abnomallly i detected hat would
prodibit proper working condhion, da not use. Pleaca natly Wilsan-Cook for
raturn authorizaten.

4, Gently unclip the SMA connacior of the Rber opic diffuser. Remove tha flbar aplic
diffesr from tha tray by gently prasping all the fiber colls and pulling the entire
fibar optic diffusar from the tray. inspect for viebie signs of damage with particulas
attention to inks, bands, or braaks. i n sbromallty is delecied that would pro-
bt propar woiking canckion, da nol use. Pleasa oty Wilson-Cook for return
auAhorization.

5. Flemove protoctive cap from the SMA connector withoul touching the polished
and of tha SMA, Check tha surlaca of the SMA connecior for contamination. if
contamination & precant, gently clean with a single wips of lens dseua soakad in
70%, [PA. 1 tha SMA connector cannat ba claaned, the fber must not be uced.

6. Saaf tha SMA connector inta the taser Toar port and secura by tuming the SMA
ut unlil |t 18 fingor-tight. Do not ovardighten. .

7. Tum on the aiming baam of the 'aser and axaming the iber oplic inoking for
unususlly bright spots of severs kinks, Do not use K thare are any signs of
damaga or breakage.

8. Complately insert the dituser by of tha treatment fber o the powar metar and
measurs the Hoer oplic power Guiput.

9. Adjust the Wsar power satting 10 obtain tha spacitied pawer Guiput lor the treat-
man fiber modal. Asfer 1o Tabls 2.

MSTRUCTIONS FOR USE

1. Ingart tha flber optic positianing devica Into the distal and of the balloon catheter.

2. Wngarl e (iper optic dituser nta the Tuchy Borst adapter on tha proxknal end of
the balkoon cathotar and advance Unki the diffuser stops against the cenlering pin
of the posfiioning device,

3, Wikth the aiming eam ON, visually verlfy that the difiusar ks cantored firough the
1reatmant window, then tighten the compreasion fitting of the Tuohy-Borst adapier
1o 56t the appropriate distance for the fber optic diffuser.

4. Remova tha fibar optic ditfuser and entive Tucty-Boretl adapter sssembly kom the
baloon catheler, baing carsfd not to disiodge tha compression ity froh the
fibar ophic difuser.

5. Remove tha liber oplic poskioning davice frar the distal end of the bafioan cath-
alor. The balloon catheter is now ready lor placement.

£ Place the Up of the andoscope inlo the stomach,

7. Wntroduce 3 250 cm Savary-Giliarg wire guide, fioppy ip first, into the acoessory

channel of the andoscope &nd advanca i short increments uall € is endossop-

cally visualized and posifonied wel inlo the stomach,

Remova e endoscops, leaving the wire guidk in place. Hobe: Fiiorascapy &

reconendad to reconfirm piacement of tha wire guide.

3. Introduse tha POT bafloon cathetar over the pre-posifioned wire guide, ad
advance info the stomach.

10, Ftrodica @ standard padiattic endoscope and pogition the o at the proximat énd
of ihe treatment segment. Withdraw the endoscopa 3 cm 1o aliow proped pslson-
hgofmwiocnlrealmemmuow.mubackmbaibonw.djmlsome
yﬂawnw:onlhammrbwumﬂ-hmumwm.mmu
that the balkon window i piaced directly over the intended treatmant sagment.
Note: Pusition the proximal 90 of the balloon freatmant window 0.5 cm above
uupmimlmdhuumwmdmhrmlmmmmm
poailion ghengas during treaiment.

11, Amcred Wire guida.

12 Attach tha mvanometer &dension Jne & e nfution rub on the biioon cathater
and inflate The balloon to & pressure of 20-30 mm Hy. Warning: Do not inflste tha
baoon i 9 pregsure higher than 30 mo Hg.

13.4nc#rt the e+ optic dffuser with attached Tuohy-Boret adeptar bt the her opsc
b on th balloon cathater, Advanca he tifuser inka the hub unti the Tuohy-
Mmp«mu!mmu«b&iﬁgmmwmmmm
The cittusar shoukd now ba centered wihi the rsairaant witdow of the batoon,
Note: i tha traatment fibes s disconnecied and reconnectsd 1o the lasar, confkm
andior adjust the powst level.

14, Attach & syringe containing 10 oc of saling 10 the 8Kie port of the Tuohy-Boest
nmu.mmnmmumdmumhmowm Heap the
:yringnmudaedwupon.mopi-mlue[u.4mn]wmp(t.0rrq)
mqmmhmrmumwwmwmm
M:Bl&wopblywrlyﬂnwmhpoﬁmdmhmm
Caution: Brlors procesding with PDT bestment, snsura it tha comect diffuser
bnqhh«mmdhwﬂuFDTquMdMDhmsdeDTLmFor
the Laserscope Sedea 800 KTP/532 and KTP/YAG Surgical Lawary, ancues that
Merhmmmnm.ammhMmmnd
tha balioon shoutd be checked using ¥ prior Ko gt Applcalion and
continuady during neatment procadurs.

15. Bagin delivery of leser ight and expose the trextment shs for the eppropeale
time, Caution: Do not move the bakoorveitfuser dunng the expasurs period.
Cautlan: Do not excesd 270 mWicm al 630 nm.

16. Stop lasar ight dellvery.

ﬂ.k\hmPUTmmkmanmmmdeh
{rom tha inflation hub ko defiata the POT bakoon. Disconnect the treatmient fiber
from the lser, Caratully remova tha deflaled batloon end fibw, then dispase
of the POT baioon end difuser par Inettutional quidefnes lor bichazardous
medical wisie.

1B,Tmmnm:mlmaybou\dnmpiﬂyvimdﬂmmod,Uponmmﬂeﬁmolw
procetiurg, romove the endoscops.

8.

Table Z Flber Optic Power Outputs and Tregtment Times Requiad to Deliver 130 Vom of Dittuser Length using tha X-Cel Photodynamic Therpy Batioon

with Fibar (plic Offfusart

Traated Flber Oplc Balloon
Bamrsit's Mucosa Diffuser Window
Length (¢m) Slra (cm)

Length {cm}
el 5 3
45 T s
Bo? g 7

Light
Jatenaky
high
figh
Jow
hight

Raguind Traatmapm
Fivence powes cartpul Hme
{mW/icm} trom diftusar® (W) {min:sec)
270 1.35 E:00
270 1.885 §.00
200 1.80 1050
210 2.44 800

'Wrmmrpmsﬂe.meBam&suummiaawmdnmmmuk\dudewmwwnmrgimdappmmlmSrrmnmmme proximal and

distal ends.

b Az massured by Immarsing the dittuser Inta tha cuvel In the powsr mater and slowly Incmaging the laser power.
£ High fight Intenslty appiies cnly 1 the Laserscope Sedes 800 KIPEL2 and KTP/YAG Surgical Lasers
M:Nummni.smlmermmddimwwbmmmﬂbenﬂdodhmmohs«“memanu\ki:mqum.mwﬂwnhhbochedwd

X-Cakl ln o traglemark of Wison-Cook Medical inc

Savary-Gilerd is. 4 ragistyned tracdemasn of Wilsar-Cook Medlcsl .
OPTYAUIDE 1 o cdsmark of Diomed, inc.

Diomed is & megletsred indemark of Diomad Lid.

KTPAYAG i a badarirk of Lasermoops.
Lasarecoos Sers 800 KTP/32 s & regintersd todemark of Lassntcops

PHOTOFRIN is & mgivtered trademark o Axzan Prma POT Inc, o undas Gosass by
Aacan Phammng (insland) Ltd,

Cook ie. 4 regiaterad wdemen &f Cook ncorpomed.
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